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(57) Abstract: The present invention is directed to a sys- 
tem (30) for anterior fixation of the spine mat utilizes an 
elongated fixation plate (31). The plating system (30) 
stabilizes the spine and promotes fusion and incorpora- 
tion of a graft or implant in a portion of the spinal column. 
In one aspect of die invention, the fixation plate (3 1) has 
a first end with a pair of holes (34). Bone screws (50) 
extend through the holes (34) to rigidly secure the plate 
(31) to a first vertebra. The second end of the plate (31) 
is provided with a pair of slots (35) through which bone 
screws (50) extend for engagement with a second verte- 
bra. The screws (50) extending through the slots (35) are 
translatable in the slot (35) to maintain compression of 
the spinal column portion. The plating system (30) in- 
cludes a retainer assembly (33) that prevents screw back 
out. Methods and instruments relating to the plating sys- 
tem (30) are also described. 
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(54) Title: APPARATUS FOR PREVENTING SCREW BACKOUT IN A BONE PLATE FIXATION SYSTEM 



31 




(57) Abstract 

A system (10) for internal fixation of bone Includes a fixation plate (12) having a number of bores (18) therethrough, a corresponding 
number of screws (14) each having an enlarged bead portion (20) and an elongated shaft portion (22) defining bone engaging threads (25) 
and a non-threaded portion (42) between the head and threaded portions (20, 25), and a corresponding number of screw anti-hack out 
members (16) each having a bore (45) therethrough, The screw anti-back out members (16) are positioned within the bores (18) of the 
fixation plate (12) and are initially sized to slidingly receive an elongated shaft (22). The screws (14) are advanced through the plate bores 
(18) and screw anti-back out members (16) so that the fixation plate (12) is secured to the bone with the bores (45) of the screw anti-back 
out members (16) surrounding a non-threaded portion (42) of the shafts (22). The system (10) is thereafter heated sufficiently to shrink 
the bores (45), thereby napping the non-threaded portions (42) of the screw shafts (22) between the fixation plate (12) and the threaded 
portions (15). 
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(54) Title: A BONE SCREW FOR OSTEOSYNTHESIS 




(57) Abstract 

An implant device comprises a plate element (1) with a number of bone screw holes and bone screws (3) which are insertable and 
lockable therein. The head portion (23) of a bone screw is adapted to be inserted in an annular hole insert (19) mounted in the associated 
hole, such that the bone screw (3) can be made to occupy different angular positions in relation to the plate element by rotating or tilting 
the hole insert (19) and the bone screw therein in relation to the hole wall (17). The head portion (23) of a bone screw is adapted, when is 
unlocked state, to be retainable in the hole insert (19) in such a manner as to be nondisplaceable in the longitudinal direction but preferably 
be rotatable, owing to the fact that it is provided with an annular bead (27) while the cooperating inner annular surface (21) of the hole 
insert is formed with an annular recess (25) matching and receiving the annular bead. A bone screw hole located at one plate-element end 
is adapted to be displaceable as a result of being provided in a plate member (9), which is so mounted in the plate element (I) as to be 
translationally displaceable. 
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A stabilising arrangement, in particular for stabilising the spinal column, comprises a stabilising plate (1) 
having a first end (12) and a second end (13) which is opposite the latter, and at least one bore (14) at 
each end for accommodating bone screws which have a threaded shank (21 ) for screwing in a first sense 
of rotation and releasing in a second sense of rotation. The bone screws are secured by an arrangement 
(15) for locking against unintentional rotation in the second sense of rotation. The locking arrangement (15) 
comprises a resilient element (30, 31 , 32) which engages with the bone screw to be accommodated, it is 
formed from part of the stabilising plate (1) and can be moved out its locked position during rotation in the 
first sense in a recess (35) in the stabilising plate (1). 
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(54) Title: BONE PLATE WITH BONE SCREW SECURING MEANS 
(57) Abstract 



Implant for the cervical spine com- 
prising an anterior plate (1) for maintaining 
a bone graft, bone anchorage screws (6, 7, 
8) for the plate and means (22) for blocking 
the screws and preventing any migration of 
the screws, characterized in that the block- 
ing means comprises at least one slide (22) 
slidably mounted on the plate so as to be 
applicable on at least one anchorage screw 
bead (15. 16). The slide cooperates with 
means (33, 34) for retaining the slide on 
die head of the screw. The slide may be 
formed by a thin platelet (22a) which is pro- 
vided with lateral flanges (25) and is slid- 
able in a complementary cavity (18) pro- 
vided in the plate (1) while being flush with 
the surface of the plate (1), The plate (1) 
includes ramps (26) for retaining die slide 
(22) on which the flanges (25) are slidable, 
the slide (22) being slidable to a position in 
which it at least partly overlaps the heads of 
the associated screws (6 or 7) and is locked 
in position by suitable means. 
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(54) Title: OSTEOSYNTHESIS APPARATUS 



(57) Abstract 



A bone fixation apparatus (10) having an elongated plate member (12) 
with at least two pairs of circular openings (24, 26) and at least one elongated 
slot (28) positioned along the longitudinal axis of the plate member (12). The 
plate member (12) is formed so as to include a curve in the transverse plane 
(TP). The openings and slot each form a cavity with walls extending between 
the upper and lower plate member surfaces (16, 18) with smaller diameter 
wall portions (32) at the plate member upper and lower surfaces and a larger 
diameter wall portion (34) therebetween. The openings (24, 26) and slot 
(28) are shaped to allow for angulation of an implanted bone screw (14). A 
plurality of bone screws (14) have a threaded first end portion (36) adapted 
for implantation into a patient's bone mass and a spherically shaped enlarged 
second end portion (40). A locking member (48) connects to the second end 
portion (40) to grip the cavity wall of the plate member (12) so as to lock 
each bone screw (14) into a selected position within the openings (24, 26) 
and slot (28) of the plate member (12). 
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(54) Title: MOBILE SLEEVE STRUCTURE FOR MAINTAINING SPATIAL RELATIONSHIP BETWEEN VERTEBRAE 
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(57) Abstract: An arrangement and method of use for supporting 
a plurality of vertebrae in a cervical column in predetermined spa- 
tial relation and for facilitating a spinal fusion procedure. A plural- 
ity of templates (12, 14) couple to respectively associated vertebrae 
at anterior lateral surfaces thereof. Such coupling is effected with 
fastcmcrs, such as bone screws (19). The templates are sliding ly 
coupled to each other by a coupler assembly (22) whereby they are 
displaccablc along a path over a limited distance that is substan- 
tially parallel to the longitudinal axis of the cervical column. The 
sliding displacement between the templates is limited by a pair of 
protruding tongues (27) that extend through elongated apertures 
(29). The elongated dimension of the apertures determines the ex- 
tent of sliding travel, which extent is established to accommodate 
subsidence of the bone fusion and to prevent separation of the slid- 
ing elements of the coupler assembly. The coupler assembly is 
coupled to each template by engagement between posts (IK) and 
post holes (15). Additionally, locking plates and fasteners, such as 
threaded fasteners, are used to ensure the security of the engage- 
ment between the templates and the coupler assembly Sequential 
replication of the arrangement enables three or more vertebrae to 
be supported in the determined spatial relation. 
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|j= (54) Title: INTER-VERTEBRAL DISC PROSTHESIS FOR RACKS THROUGH ANTERIOR SURGERY THEREOF 

(57) Abstract: A disc prosthesis (P, P\ 
P' *) for use on a pair of adjacent vertebrae 
(V, V) comprises upper and lower plates 
(10/12, 30/32, 1067108) adapted to be 
mounted respectively to adjacent upper 
and lower vertebrae (V, V) typically using 
screws that extend through holes defined in 
the plates (10/12, 30/32, 1067108) and into 
the vertebrae (V, V"), a joint mechanism 
(16, 36, 100) linking the upper and lower 
plates, and a damping system (26. 104). 
The joint mechanism and the damping 
system are adapted to allow for biased 
relative movements between the upper and 
lower vertebrae (V, V). For instance, the 
joint mechanism comprises a substantially 
V-shaped joint (16) extending at least 
partly in an intersomatic space (S) defined 
between the upper and lower vertebrae 
(V, V) and in a substantially axial plane 
thereof. The V-shaped joint (16) has a pair 
of arras (18, 20) adapted to pivot relative 
to each other thereby allowing for at least 
one of an extension and a contraction 
movement between the upper and lower 

vertebrae (V, V), with the damping system (26) being adapted to acton the V-shaped joint (16). Alternatively, the joint mechanism 
comprises an anterior guilJotine-type, or cigar-cutter, joint (36) having engaged upper and lower members (30, 32) adapted for 
sliding relative movements therebetween along an axial orientation of the vertebrae (V, V), and with the damping system being 
adapted to act on the guillotine-type joint (36). The joint mechanism can also include a flexible deformable jacket (100) lodged in 
the intersomatic space (S) and defining a chamber (102) adapted to receive therein a dampening Quid, such as a hydrogel (104). 
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Art Unit: 3732 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created . 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CGPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-240 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-228 of 
copending Application No. 10/160086. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the only difference between 
these two sets of claims is that in the '086 application the at least one bone screw lock 
adapted to lock to the plate at least a single bone screw instead of the two bone screws 
as claimed in the '407 application. The question then becomes - Does the omission of 
the second bone screw being locked in the claim of the '086 application constitute an 
obvious expedient to one of ordinary skill in the art? 

It is well settled that the omission of an element and its function is an obvious 
expedient if the remaining elements perform the same function as before. In re Karison, 



136 USPQ 184 (CCPA 1963). 
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Therefore, the omission of an element whose function is not needed would be 
obvious to one of ordinary skill in the art. Furthermore, the claims of the '407 application 
and the claims of '086 application both cover all the elements of the plate system - that 
is the first and second plate segments the lower surface, the bone screw receiving 
holes, the fastener, the at least one bone screw lock and the instrument. Thus, the 
controlling fact is that patent protection for the plate system, fully disclosed in and 
covered by the claims of the '407 application, would be extended by the allowance of 
the claims in the '086 application. And nothing prevented applicant from presenting the 
claims in the '086 application for examination during the prosecution of the issued 
patent. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-240 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-143 of 
copending Application No. 10/160059. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because it is clear that all the elements 
of claims 1-240 of '407 application are to be found in claims 1-243 of '059 application. 
The difference between claims 1-240 of the 407 application and claims 1-143 of the 
'059 application lies in the fact that the '059 application claims include many more 
elements and is thus much more specific. Thus the invention of claims 1-143 of '059 
application is in effect a "species" of the "generic" invention of claims 1-240 of '407 
application. It has been held that the generic invention is "anticipated" by the "soecies". 
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See in re Goodman, 29 USPQ2d 2010 (Fed.Cir. 1993). Since claims 1-240 of the '407 
application are anticipated by claims 1 -1 43 of the '059 application, they are not 
patentably distinct from claims 1-143. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-240 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-203 of 
copending Application No. 10/160,062 in view of McKinney (5,167,665). It is noted that 
the '062 application teaches all the elements, except for a fastener being non- 
detachably attached to at least one of the first and second plate segment so as prevent 
complete uncoupling of the segments; as claimed by applicant. However, in a similar 
art, McKinney evidences the use of a fastener with a double head to hold two objects 
together and prevent them from uncoupling, the fastener is set after a force is applied 
on the fastener. 

Therefore, given the teaching of Mckinney, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to replace the fastener 
of '062 application with the fastener, as taught by McKinney, to have a fastener that is 
no-detachably attached to the plate segments so as to prevent complete uncoupling of 
the segments. 

This is a provisional obviousness-type double patenting rejection. 
Claims 1-240 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-260 of 
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copending Application No. 10/160,247 in view of McKinney (5,167,665). It is noted that 
the '247 application teaches all the elements, except for a fastener being non- 
detachably attached to at least one of the first and second plate segment so as prevent 
complete uncoupling of the segments; as claimed by applicant. However, in a similar 
art, McKinney evidences the use of a fastener with a double head to hold two objects 
together and prevent them from uncoupling, the fastener is set after a force is applied 
on the fastener. 

Therefore, given the teaching of Mckinney, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to replace the fastener 
of '247 application with the fastener, as taught by McKinney, to have a fastener that is 
no-detachably attached to the plate segments so as to prevent complete uncoupling of 
the segments. 

This is a provisional obviousness-type double patenting rejection. 

Claim Rejections - 35 (JSC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-117,183-240 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Baccelli (6,306,136) in view of Mckinney (5,167,665) in view of Farris 

et al. (6,152,927). 
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With respect to claims 1, 183, Baccelli discloses all the elements first and second 
plate segments (1 0) a lower surface being concave, as set forth in column 5, lines 1 -8; 
at least one bone screw receiving hole (1 1 1 ) at least one fastener (30). 

It is noted that Baccelli teaches all the elements, except for a fastener being non- 
detachably attached to at least one of the first and second plate segment so as prevent 
complete uncoupling of the segments; as claimed by applicant. However, in a similar 
art, McKinney evidences the use of a fastener with a double head to hold two objects 
together and prevent them from uncoupling, the fastener is set after a force is applied 
on the fastener. 

Therefore, given the teaching of Mckinney, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to replace the fastener 
of '247 application with the fastener, as taught by McKinney, to have a fastener that is 
no-detachably attached to the plate segments so as to prevent complete uncoupling of 
the segments. 

Although Baccelli teaches of a bone screw lock, it is noted that Baccelli did not 
teach of a bone screw lock adapted to lock at least two bone screws inserted in the 
bone screw receiving holes respectively; as claimed by applicant. However, in a similar 
art, Fanis et al evidence the use of a bone screw lock capable of locking one or more 
bone screws within a respective screw hole. 

Therefore, given the teaching of Farris et al., it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the locking 
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assembly of Baccelli, as taught by Farris et al., to have a bone screw lock capable of 
locking one or more bone screws within a respective screw hole. 

With respect to claims 2-75, 184-240, the above combination of references 
teaches all the limitations, as set forth. 

With respect to claims 76-1 17, the method steps, as set forth, would have been 
obviously carried out in the operation of the device, as set forth above. 

Claims 118-182 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Baccelli (6,306,136) in view of Mckinney (5,167,665) in view of Farris et al. (6,152,927) - 
in view of Levin (6,217,580). 

With respect to claim 1 18, it is noted that the above combination of references 
teaches all the limitations, except for an instrument configured to cooperatively engage 
the fastener and the first and second plate segments; as claimed by applicant. 
However, in a similar art, Levin evidences the use of an instrument that engages the 
first and second plate segments, and pull them closer together. 

Therefore, given the teaching of Levin, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to incorporate the instrument 
of Levin in the device of Baccelli/McKinney/Farris to have an instrument that engages 
the first and second plate segments and pull them closer together. 

With respect to claims 119-182, the above combination of references teaches all 
the limitations, as set forth. 

Conclusion 
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The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

6,402,756 06-2002 Ralph etal. 

5,672,177 09-1997 Seldin 

5,616,142 04-1997 Yuan etal. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pedro Philogene whose telephone number is (703) 308- 
2252. The examiner can normally be reached on Monday to Friday 6:30 AM to 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin P Shaver can be reached on (703) 308-2582. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toil-free). 
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Dear Sin 

Transmitted herewith is a reply to the Office Action dated March 1 1 . 2004 in the above- 

Identified application. 

□ No additional fee is required. 

S Applicant hereby requests a three-month extension of time to respond to the above Office 
Action 

El An Information Disclosure Statement Under 37 C.F.R. § 1.97(c) with Form PTO-1449 and 
9 documents are enclosed. 

I2 A fee in the total amount of $1 ,130.00 to cover the $950 three-month extension and $180 
IDS Is to be charged to Deposit Account No. 50-1 066. 

H The Commissioner is hereby authorized to charge anyf^ndes of ^ associated 
with this communication or credit any overpayment to Deposit Account No. 50-1066. A 

copy of this sheet Is enclosed. 

IHl Any filing fees under 37 C.F.R. § 1 .16 for the presentation of extra claims 
E>3 Any patent application processing fees under 37 C.F.R. §1-17 
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In re Application of: 
Gary K. Michelson 
Serial No.: 10/160,407 
Filed: June 4, 2002 

For: DYNAMIC MULTILOCK ANTERIOR 
CERVICAL PLATE SYSTEM HAVING 
NON-DETACHABLY FASTENED AND 
MOVEABLE SEGMENTS. 
INSTRUMENTATION, AND METHOD 
FOR INSTALLATION THEREOF 



Confirmation No.: 2495 



Group Art Unit: 3732 
Examiner P. Philogene 



Mail Stop AMENDMENT 
Commissioner for Patents 
P.O. Box 1450 
Alexandria. VA 22313-1450 

Sin 

REPLY TO OFFICE ACTION 

In reply to the Office Action dated March 1 1 t 2004, the period for reply having 
been extended for three (3) months by a request for extension and fee payment filed 
concurrently herewith, the following remarks are submitted: 

In the Office Action Summary, the disposition of the claims did not include claims 
241-244 as being pending in the application and the Examiner did not address 
dependent claims 241-244 in the body of the Office Action. The present application 
was originally filed with claims 1 -244. Applicant respectfully submits that in the event 
that the Examiner rejects claims 241-244 in the next action, that rejection must be non- 
final because Applicant has not been given an opportunity to address any rejection of 
these claims in the first instance. 
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Application No. 10/160,407 
Amendment dated September 13, 2004 
Reply to Of. tee Action of March 1 1 , 2004 



I. Provisional obviousness-type double patenting rejections. 

The Examiner provisionally rejected claims 1-240 under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1-228 
of copending Application No. 10/160,086 (the "086 application"); overclaims 1-143 of 
copending Application No. 10/160,059 (the ttl 059 application"); overclaims 1-203 of 
copending Application No. 10/160,062 (the "'062 application") in view of U.S. Patent No. 
5,167,665 to McKinney fMcKinney"); and over claims 1-260 of copending Application 
No. 10/160 r 247 (the M, 247 application") in view of McKinney. 

A. '086, '062. and '247 applications are directed to patentablv distinct 
subject matter. 

Applicant respectfully traverses the Examiner's provisional obviousness-type 
double patenting rejection in view of the '086, '062, and '247 applications. Applicant 
submits that the subject matter of each of these applications is patentably distinct from 
one another and from the present application as set forth in the Restriction 
Requirement dated March 26, 2004 issued in the '059 application (the m 059 Restriction 
Requirement") and the Restriction Requirement set forth in the Office Action dated 
September 8, 2004 In the '059 application (the "'059 Office Action"). Attached hereto 
as Exhibits A, B. and C are copies of the '059 Restriction Requirement, Figs. 1A-1D of 
the drawings from the '059 application, and the '059 Office Action, respectively. 

The '069 Office Action Includes a further restriction requirement that restricts the 
claims to a first group directed to "a plate adapted to be applied :o the anterior human 
cervical spine" and to a second group directed to "a method for stabilizing at least two 
adjacent vertebral bodies." The Examiner of the '059 application has determined that 
the claims directed to the plate are patentably distinct from the claims directed to the 
method. In response to the further restriction, Applicant elected the claims directed to 
the plate in the '059 application. 
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The '059 Restriction Requirement clearly Identifies the subject matter of each of 
the 062, '086, and 247 applications, and the present application as being separate 
species A, B, C, and D, respectively. 

Species A of the '059 Restriction Requirement includes the subject matter of the 
'062 application, which is generally directed to a plate having a lock for locking only a 
single bone screw ("single-lock") and a plate fastener that is detachable. (See , e.o.. 
Exhibit B, Rg. 1 A). 

Species B of the '059 Restriction Requirement includes trie subject matter of the 
'086 application, which is generally directed to a plate having a single-lock and a plate 
fastener that is non-detachably attached. (See , e.g. . Exhibit B, Fig. 1B). 

Species C of the '059 Restriction Requirement includes the subject matter of the 
'247 application, which is generally directed to a plate having a lock for locking at least 
two bone screws ("multi-lock") and a plate fastener that is detachable. ( See, e.g . 
Exhibit B. Fig. 1C). 

Species D of the *059 Restriction Requirement includes the subject matter of the 
present application, which is generally directed to a plate having a multi-lock and a plate 
fastener that is non-detachably attached. (See, e.g.. Exhibit B, Fig. 1 D). Accordingly, 
Applicant submits that the claimed subject matter of the present application and of each 
. of the '086, '062, and '247 applications are each patentably distinct from one another as 
recognized by the Office in the '059 Restriction Requirement Applicant respectfully 
requests the Examiner to withdraw the provisional obviousness4ype double patenting 
rejections of claims 1-240 in view of the '059 Restriction Requirement. 

B. The present application is patentably distinct from the '086 application. 

Moreover, Applicant respectfully disagrees with the rationale provided by the 
Examiner in the Office Action to support each of the provisional obviousness-type 
double patenting rejections. In the provisional obviousness-type double patenting 
rejection of the present application in view of the '086 application, Applicant respectfully 
disagrees with the Examiner's contention that "patent protection for the plate system, 
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fully disclosed in and covered by the claims of the '407 application, would be extended 
by the allowance of the claims in the '086 application." (Office Action, page 3. 
paragraph 1). The present application and the '086 application were both filed on 
June 4, 2002. Accordingly, both applications will expire on the same day, subject to 
any patent term adjustment, if applicable. 

Applicant submits that it would not be obvious to replace individual single-locks 
with a multi-lock. A plurality of singie-Jocks, each adapted to loc.< only a single bone 
screw, permits bone screws to be positioned and locked in area;; of the plate that may 
not be suitable for use with a multi-lock adapted to lock at least two bone screws. 
Depending upon the surgical environment, certain situations and anatomical constraints 
may limit the arrangement of bone screws relative to the plate In a manner that may not 
be accessible by one locking element for locking more than one bone screw at a time. 
The Examiner has not provided any motivation to support his contention that ft would 
have been obvious to replace a plurality of single-locks with a multi-lock. Accordingly, 
Applicant submits that the subject matter of the present application is patentably distinct 
from the subject matter of the '086 application. 

C. The present application is patentably distinct from the '062 and '247 
applications. 

For both of the provisional obviousness-type double patenting rejections of the 
present application in view of each of the '062 and '247 applications, Applicant submits 
that the proposed combination of McKinney with the subject matter of each of the '062 
and '247 applications is untenable. The claims of the '062 and '247 applications each 
recite a fastener that is "detachably attached to at least one of said first and second 
plate segments so as to permit assembly of said first and second plate segments by the 
surgeon and complete uncoupling of said first and second plate segments relative to 
one another." McKinney teaches a rivet 1 1 having a head 33, a shank 25, and an inner 
head 49. (McKinney, col. 3. lines 40-43; col. 4, lines 43-45; and Fig. 1). The rivet is 
configured so that "the object 1 3 is clamped to the cortex 53 of tie bone 1 7 by the two 
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heads 33, 49 of the rivet/ (McKinney, col. 4, Ifnes 57-59; Fig. 1) The purpose of head 
33 is to hold the plate while head 49 is "expanded against the cortex so as to secure 
the rivet means against the bone." (McKlnney, col. 2, lines 15-17). Replacing the 
fastener recited in the claims of the '002 and '247 applications with the bone rivet taught 
by McKinney would render the plates of the '062 and '247 applications unsatisfactory 
for their intended purpose because the bone rivet taught by McKfnney is not adapted 
for securing two plate segments to one another. Moreover, McKlnney does not teach or 
suggest a fastener having a position that "facilitates movement... toward 0 and "resists 
movement... away* of the plate segments along the longitudinal axis of the plate as 
recited in independent claim 1 of the present application. The use of the McKinney rivet 
in combination with the claims of each of the '062 and '247 applications would not result 
in the claimed invention. 

Additionally, the plates recited in the '062 and '247 applications have detachable 
fasteners that provide the advantages of using disassembled plate segments within a 
surgical wound in instances where the use of a pre-assembled plate having a non- 
detachable fastener would not be permitted. For example, a detachable fastener 
permits a surgeon to insert plate segments through a smaller incision in a patient as the 
plate can then be assembled within the wound. A detachable fastener permits a 
surgeon to select and combine plate segments of different sizes in order to more 
closely match the contour and size of the spinal segment of a particular patient (See . 
e.g., *062 specification, page 9, lines 1-13). The bone rivet taught by McKinney is not 
"detachable" once applied. Therefore, an attempted use of the McKinney bone rivet 
with the invention defined by the claims of the '062 and '247 applications would not 
result in a fastener that is "detachably attached to at least one of the plate segments. 0 
Use of a fastener that is not detachable would eliminate the advantages identified 
above. Accordingly, Applicant submits that the subject matter of the '062 and '247 
applications are each patentably distinct from the subject matter of the present 
application. 
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For the provisional obviousness-type double patenting rejection of the present 
application in view of the '062 application in particular, Applicant respectfully disagrees 
with the Examiner's contention that the '062 application teaches all the elements except 
for the fastener being non-detachably attached. Independent claim 1 of the '086 
application, the only independent claim still pending in the '086 application, recites u at 
least one bone screw lock adapted to lock to said plate only a single bone screw 
inserted In one of said bone screw receiving holes." (Emphasis added). Neither the 
claims of the '062 application nor McKinney, whether alone or in proper combination, 
teach or suggest a bone screw lock adapted to lock at least two bone screws as recited 
in independent claims 1, 76, 118, and 183 of the present application. Accordingly, 
Applicant submits that this rejection is improper and must be withdrawn. 

D. Double patenting in view of the '059 application. 

For the Examiner's provisional obviousness-type double patenting rejection of 
the present application in view of the '059 application, Applicant respectfully disagrees 
with the Examiner's contention that "the Invention of claims 1-143 of '059 application is 
in effect a "species* of the "generic" invention of claims 1-240 of '407 application." 
(Office Action, page 3. paragraph 3). Applicant submits that the relationship between 
the claims of the present application and those of the l 059 application is the reverse of 
that stated by the Examiner, in that the claims of the present application are a "species" 
of the "generic" claims of the '059 application. However, this relationship of the claims 
may change after Applicant files a reply to the outstanding '059 Office Action. 

(DNq Anticipation, 

The Examiner further contends that the claims of the present application are 
"anticipated" by the claims of the '059 application. (Office Action, page 3, paragraph 3 
to page 4 f paragraph 1). In order to have "anticipation," the date of the anticipating 
reference must predate the earliest effective filing date of the claims against which the 
reference is being asserted. (See , e.o.. MPEP § 706.02(a), page 700-22, col. 1, second 
paragraph (May 2004)). Applicant submits that anticipation does not exist between the 
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claims of the present application and the claims of the 4 059 application because both 
the present application and the '059 application were filed on June 4, 2002. 

(2) Method claims moot. 

In the '059 Office Action, in response to the restriction requirement, Applicant 
elected the claims directed to a plate adapted to be applied to the anterior human 
cervical spine. The Examiner of the '059 application withdrew the claims directed to the 
method. Applicant will cancel the method claims in reply to the '059 Office Action, thus 
rendering moot the provisional obviousness-type double patenting rejection of method 
claims 76-117 of the present application In view of the '059 application. 

(3) Double patenting premature. 

Moreover, Applicant submits that a determination of double patenting is 
premature at this time since the final scope of the claims of the '359 application has yet 
to be determined. According to the '059 Office Action, all the non-withdrawn claims of 
the '059 application are either rejected or objected to by the Examiner. Therefore, the 
final scope of the claims In the '059 application has not been determined. After the final 
scope of the claims of the '059 application is determined, Applicant will assess the need 
for a Terminal Disclaimer in view of the claims of the present application. In the 
meantime. Applicant respectfully requests the Examiner to withdraw the provisional 
rejection and permit the present application to proceed to issuance. Applicant submits 
that the provisional obviousness-type double patenting rejection is the only issue 
remaining in view of Applicant's remarks below with reference to the Examiner's art 
rejections. (Sea, MPEP § 804(I)(B), page 800-19. cols. 1 and 2 (February 2003)). 

II. Rejections over the art of record. 

The Examiner rejected claims 1-117 and 183-240 under 35 U.S.C. § 103(a) as 
being unpatentable over U.S. Patent No. 6,306,136 to Baccelli fBaccelir) in view of 
McKinney and U.S. Patent No. 6,152,927 to Fams et al. ("Fairis"). Applicant 
respectfully traverses the Examiners rejection. 
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Applicant respectfully disagrees with the Examiner's contention that "Baccelli 
teaches all the elements, except for a fastener being non-detachably attached.* (Office 
Action, page 6, paragraph 2). Baccelli fails to teach or suggest a fastener having "a first 
position adapted to facilitate movement of said first and second plate segments in a 
direction toward one another along the longitudinal axis of said plate and to resist 
movement of said first and said second plate segments in a direction away from one 
another along the longitudinal axis of said plate" as recited in independent claim 1 . The 
screws 30 in Baccelli, when in a loose position* permit the plate segments to move both 
toward one another and away from one another. When In a "tightened position,* the 
screws of Baccelli do not permit the plate segments to move relative to one another In 
either direction. (See Baccelli, col. 4, lines 4*10 and 37-40). There is no teaching or 
suggestion in Baccelli for a fastener having a position that "facilitates : 
movement.,, toward" and "resists movement... away" of the plate segments along the 
longitudinal axis of the plate. Therefore, Baccelli does not teach all the elements of 
claim 1 "except for a fastener being non-detachably attached" as recited by the 
Examiner. 

Applicant also respectfully disagrees with the Examiner's contention that 
"Baccelli discloses ... a lower surface being concave, as set forth in column 5, lines 1- 
8...." (Office Action, page 6, paragraph 1). The passage cited by the Examiner is 
directed to the inclination of the bone screws relative to the plate. (See, e.g.. Baccelli, 
col. 5, lines 1-8). There is no mention of there being any concavity to the lower surface 
of the plate. The inclination of the bone screws can be achieved by forming the bone 
screw receiving holes at an angle to the plate and does not require the bottom surface 
of the plate to be concave. (See , e.g.. Baccelli, Fig. 8). Moreover, as shown In Figures 
2 and 3 of Baccelli, the bottom surface of the plate is flat, not concave. Therefore, the 
concave lower surface of the plate recited in independent claims 1 , 76, and 183 is not 
taught or suggested by Baccelli as contended by the Examiner. 
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Applicant respectfully submits that the combination of Baccelli, McKinney, and 
Farris is untenable and cannot be maintained at least for the res sons stated below. 

A. The proposed modification renders the combination unsatisfactory for 
its intended purpose. 

Applicant respectfully disagrees with the Examiner's contention that "it would 
have been obvious ... to replace the fastener of the '247 application with the fastener, 
as taught by McKinney... .* (Office Action, page 6, paragraph 3). Applicant assumes 
that the reference to the # 247 application was a typographical eroor by the Examiner as 
the claims of that application are not the subject of the present § 103(a) rejection. 
Baccelli teaches plate elements 10 that are held in position by tv/o screws 30. (Baccelli. 
col. 4, lines 51-55; Fig. 1). McKinney teaches a rivet 11 having a head 33, a shank 25, 
and an inner head 49. (McKinney, col. 3, lines 40-43; col. 4, lines 43-45; and Fig. 1 ). 
The rivet is configured so that "the object 13 is clamped to the cortex 53 of the bone 17 
by the two heads 33, 49 of the rivet." (McKinney, col. 4, lines 57-59; Fig* 1 ). The 
purpose of head 33 Is to hold the plate while head 49 is "expanded against the cortex 
so as to secure the rivet means against the bone," (McKinney, ool. 2, lines 1 5-17). 
Modifying the screws of Baccelli as taught by McKinney would render the Baccelli 
device unsatisfactory for its intended purpose because the bone rivet taught by 
McKinney is not adapted for securing two plate segments to one another. (See MPEP 
§ 2143.01, "The Proposed Modification Cannot Render the Prior Art Unsatisfactory For 
its Intended Purpose," page 2100-131, col. 2 (May 2004)). Further, the bone rivet 
taught by McKinney is not configured to be subsequently tightened once a desired 
degree of compression is reached as taught by Baccelli (see Baccelli, col. 4, lines 51- 
55) and would thus not operate in a plate taught by Baccelli. (See MPEP § 2143.01 , 
The Proposed Modification Cannot Change the Principle of Operation of a Reference," 
page 2100-132, col. 1 (May 2004)). 
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B. No motivation is used to support the combination of Baccelli with Farris 
and McKinney. 

The Examiner contends that it would have been obvious 'to modify the locking 
assembly of Baccelli, as taught by Farris et al., to have a bone screw lock capable of 
locking one or more bone screws within a respective screw hole " (Office Action, 
paragraph bridging pages 6 and 7), This statement does not provide any motivation as 
to why one would look to combine the teachings of Baccelli with Fanis and McKinney. 
fSee MPEP § 2143.01 , "the Prior Art Must Suggest the Desirability of the Claimed 
Invention," page 2100-129, col. 2 (May 2004)). Accordingly, Applicant submits that the 
rejection is Improper and must be withdrawn. 

Moreover, Applicant submits that modifying the assembly of Baccelli to have a 
locking element that is separate from the bone screw as taught by Farris would be 
redundant in view of the teaching of Baccelli. Baccelli teaches a bone screw with two 
different thread patterns, a first threaded part 21 to thread into the bone, and an 
intermediate thread 22 to engage the plate. Once the screws have been tightened, 'the 
intermediate threads 22 are able to cooperate with the threads 1111 provided in the 
respective openings 1 1 1 to ensure that they are blocked at the root of the thread and 
thus to prevent their loosening" from the plate. (Baccelli, coU 3, lines 48-53 and col. 4, 
lines 41-45; Fig. 4). It would be redundant to add separate screw locks to bone screws 
that are already configured to prevent loosening from the plate. Thus, Applicant 
submits that there is no motivation to further add a bone screw lock to prevent 
loosening of the screws from the plate such as taught by Farris to the assembly taught 
by Baccelli when the bone screws in Baccelli are already configured to prevent 
loosening of the screws from the plate. 

The Examiner also rejected claims 1 18-182 under 35 U.S.C. § 103(a) as being 
unpatentable over Baccelli in view of McKinney, Farris, and U.S. Patent No. 6,21 7,580 
to Levin ("Levin"). Applicant respectfully traverses the Examiner s rejection. Applicant 
submits that the combination of Baccelli, McKinney, and Farris is untenable and cannot 
be maintained for the reasons stated above. Further, Applicant submits that the 
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combination of Baccelli, McKinney, Farris, and Levin is also untenable and cannot be 
maintained because the proposed combination still does not yield Applicants claimed 
invention. 

Independent claim 118 recites a plate system including "an Instrument 
configured to cooperatively engage said fastener and at least a portion of at least one 
of said first and second plate segments so as upon movement of said fastener with said 
instrument said first and second plate segments move relative to one another along the 
longitudinal axis of said plate." Applicant submits that the combination of Baccelli, 
McKinney, Farris, and Levin does not teach or suggest an instrument configured to 
engage the fastener and at least a portion of at least one of the plate segments as 
claimed by Applicant. The Examiner's statement that "Levin evidences the use of an 
instrument that engages the first and second plate segments, arid pull them close 
together is Irrelevant because this Is not what is being claimed in claim 118. In claim 
118, the instrument is configured to engage the fastener and at least a portion of one of 
the plate segments so that movement of the fastener with the instrument also moves 
the plate segments relative to one another. No such structure is taught or disclosed by 
Levin. Accordingly, Applicant submits that the rejection is improper and must bo 
withdrawn. 

Applicant submits that independent claims 1, 76, 118, and 183 are patentable 
over the art of record and that dependent claims 2-75, 77-1 17, 1 19-182, and 184-244 
dependent from one of independent claims 1 , 76, 118, and 183, or claims dependent 
therefrom, are patentable at least due to their dependency from an allowable 
independent claim. 

In view of the foregoing remarks, it is respectfully submitted that the claims, as 
amended, are patentable. Therefore, it is requested that the Examiner reconsider the 
outstanding rejections in view of the preceding comments. Issuance of a timely Notice 
of Allowance of the claims is earnestly solicited. 

To the extent any extension of time under 37 C.F.R. § 1 .136 is required to obtain 
entry of this reply, such extension is hereby respectfully requested. If there are any 
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fees due under 37 C.F.R. §§1.16 or 1.17 which are not enclosed herewith, including 
any fees required for an extension of time under 37 C.F.R- § 1 .1 36, please charge such 
fees to our Deposit Account No. 50-1066. 



1557 Lalce O'Pines Street, NE 
Hartvllle, Ohio 44632 
Telephone: (330)877-0700 
Facsimile: (330)877-2030 
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Respectfully submitted, 



MARTIN & FERRARO, LLP 





